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DETAILED ACTION 
Status of the Claims 

1 . The amendments filed 2 February 2006 have been entered. Applicants have 
cancelled claim 60. Claims 54-59 and 61-76 are pending and under examination. 

Withdrawal of Rejections/Objections 

2. The objection to claim 61 is hereby withdrawn in view of Applicant's amendments 
to the claim. 

3. The 35 U.S.C. 1 12 2 nd paragraph rejections of claims 54 and 60, as presented in 
Sections 6 and 7, of the previous Office action, respectively, are hereby withdrawn. The 
former because Applicants arguments are persuasive, the later because of said 
cancellation of the rejected claim. 

4. The 35 U.S.C. 1 12 1 st paragraph rejections, as presented in Sections 8-10 of the 
previous Office action is hereby withdrawn. 

Response to Arguments 

5. Applicant's arguments with respect to claims 54-59 and 61-76 have been 
considered but are moot in view of the new ground(s) of rejection. 

New Rejections 
Claim Rejections - 35 USC §112 

6. The following is a quotation of the first paragraph of 35 U.S.C. 112: 
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The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

7. Claims 54-59 and 61 -74 are rejected under 35 U.S.C. 1 1 2, first paragraph, as 
failing to comply with the enablement requirement. The claims contains subject matter 
which was not described in the specification in such a way as to enable one skilled in 
the art to which it pertains, or with which it is most nearly connected, to make and/or use 
the invention. 

The claims are drawn to methods of producing collagen monomers by fermenting 
collagen contain tissues with any microorganism (claims 54-59, 61-63 and 65-67) and 
from the genus Bacillus (claims 64 and 68-76), and subsequently adding enzymes/acid 
and precipitating out the monomeric form. Thus, the claims are drawn to an unlimited 
number of microorganisms used in the fermentation step, which run in the range of 
millions for the broad claims drawn to microorganisms (claims 54-59, 61-63 and 65-67) 
and the thousands for the more limited claims drawn to the genus Bacillus (claims 64 
and 68-76). Thus, a skilled artisan will be required to determine which exact species of 
microorganism works at all in the claimed invention. Furthermore, the specification, 
does not allow the disclosure to the public and skilled artisan required in order to exactly 
reproduce the claimed invention. Thus, there is a considerable expectation that undue 
experimentation will be expected and thus the claims are not enabled. 

The factors to be considered in determining whether undue experimentation is 
required are summarized In re Wands 858 F.2d 731, 8 USPQ2nd 1400 (Fed. Cir, 1988). 
The court in Wands states: "Enablement is not precluded by the necessity for some 
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experimentation such as routine screening. However, experimentation needed to 
practice the invention must not be undue experimentation. The key word is 'undue,' not 
'experimentation.' " (Wands, 8 USPQ2d 1404). Clearly, enablement of a claimed 
invention cannot be predicated on the basis of quantity of experimentation required to 
make or use the invention. "Whether undue experimentation is needed is not a single, 
simple factual determination, but rather is a conclusion reached by weighing many 
factual considerations." (Wands, 8 USPQ2d 1404). The factors to be considered in 
determining whether undue experimentation is required include: (1) the quantity of 
experimentation necessary, (2) the amount or direction or guidance presented, (3) the 
presence.or absence of working examples, (4) the nature of the invention, (5) the state 
of the prior art, (6) the relative skill of those in the art, (7) the predictability or 
unpredictability of the art, and (8) the breadth of the claims. 

In the instant case, undue experimentation will be expected because Applicants 
have not even attempted to provide a single species of the claimed genus'. Rather, 
they have provided in the specification, that the genus 1 Bacillus, Lactobacillus and yeast 
will all work. The working examples simply state that "A field isolate Gram (+) 
bacterium, belonging to the genus Bacillus, was used in the fermentation process 
utilized to extract collagen from the tissues." (p. 19, 1 st line, 1 st paragraph). There are 
to date 193 different species of Bacillus and Applicants have not disclosed even a single 
species from this genus (see DSMZ document) which they used in their claimed 
invention. The problem in doing so, is that a skilled artisan is not going to know which 
species Applicants have used and thus may not be able to successfully reproduce 
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Applicants results of obtaining mostly collagen monomers because a skilled artisan will 
realize that not every, microorganism will work with the claimed invention because each 
microorganism produces its own unique bi-products depending on whether it is an 
aerobe, obligate aerobe, anaerobe, obligate anaerobe or facultative anaerobe, and % 
oxygen environment and culture medium. For some organisms, this will mean that an 
environment that is strictly reducing will be achieved, for others, the complete opposite. 
Whether or not, however, each microorganism will produce the requisite enzymes that 
will successfully breakdown collagen is a matter which is left to be determine by the 
skilled artisan. In the case of Bacillus, while all species of this genus are Gram (+) 
aerobes, some grow at acidic pH's such as that of Bacillus acidocaldarius while others 
like Bacillus subtilis grow at neutral pH's. This may be an absolutely critical piece of 
information that Applicants have chosen not to disclose to the public and thus a skilled 
will necessarily have to perform undue experimentation in order to figure out which of 
the 193 species works the best and which one Applicants may or may not have used 
themselves. This leads a great deal of unpredictability as well, when it a skilled artisan 
has no idea which species to use, because there is no way even trying to guess which 
ones with similar characteristics to Applicants would produce the same sort of enzymes 
which ferment and degrade the collagen. Furthermore, Applicants recognition of the 
fact that different microorganisms produce different enzymes is apparent in the 
specification as on p. 4, 3 rd sentence it is stated: "Microorganisms are capable of 
generating a wide array of molecules as end points to fermentation." But which end 
point is critical for the claimed invention is disclosed ambiguously at best. 



Application/Control Number: 10/822,938 Page 6 

Art Unit: 1653 

The enablement requirement is clearly predicated on whether or not undue 
experimentation will be required, not how much experimentation, just simply that it is 
undue. In this case, it is evident that undue experimentation will necessarily be the 
case because Applicants have not disclosed in accordance with the 35 U.S. C. 1 12 1 st 
paragraph statute because clearly the specification does not contain the manner and 
process of making the claimed invention, in such full, clear, concise, and exact terms so 
as to enable any person skilled in the art to which it pertains, to make and use the 
invention and they have not set forth the best mode contemplated by the inventor of 

j 

carrying out his invention. 

Conclusion 

8. No claim is allowed. 

9. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Suzanne M. Noakes, Ph.D. whose telephone number is 
571-272-2924. The examiner can normally be reached on Monday to Friday, 7.30am to 
4.00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jon Weber can be reached on 571-272-0925. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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